AEKJIAPALIMST O COOTBETCTBUM

JEKJTAPAHT, IPHHUMAIONIHAN JEKTAPALIMIC O COOTBETCTBUHA

| 40 "Canoghu Poccun”
| 3apezucmpuposano : Mescpationnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
1 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegpon:8 (495) 721-14-00
B nuye: enepanvuiii dupexmop Adaman H.B.
Hosepennoe auyo: Knoroea FO.C., dosepennocmy 6/4 om 01.12.2017

3AABJSIET, YTO

| ‘nexapcmeennoe cpeocmeo. Janvgaz pemapd, mabremxu nposoHzupoeantozo deticmeus nokpemue 06oAOYKOT

3 m2 14 wm., ynaxoexu aueiixogvie xoHmypuvie (4), nauxu xapmounnvie, PY Ne IT N0O13809/01 om 19.11.2007
(Oama nepeogopmunenun 24.07.2014), cepus DT003, napmus 8380 ynaxosgox, z00en do 01.06.2021,
npouseodcmea Canogu Bunmpon Hudycmpus, Gpanyus, Sanofi Winthrop Industrie, 30-36 avenue Gustave
Eiffel 37100 Tours, France, xod OKIL/[2 21.20.10.174, ko0 TH B3] 3004900002, xonmparm Ne
250/40056192/F-2 om 20.10.2010, unsotic Ne 9085305550 om 11.09.2018

COOTBETCTBYET TPEEOBAHWAM
1T N013809/01-191107 (HY 42-11968-06 uzm. Ne 1-2)

AEKJIAPATIVS IIPHHATA HA OCHOBAHUH
npomoxon ucnetmaruii Ne 2710 0 om 20.09.2018 HII 000 HI] "®APMOFOPOHA", ammecman
axxpedumayuu POCC RU.0001.21DJI40, Cepmudghuxam POCC FR.OM08.C23185 om 20.09.2018

Knowxosa }Q.C.
$.H.O

3

OPTAH IIO CEPTHOHKAIEH, 3APETICTPAPOBABITAI AEKIAPATIIIO

RA.RU.11DM08 OPTAH ITO CEPTHOHKALIHH HPONYKIHH OBL{ECTBO C OI'PAHHYEHHOH

OTBETCTJ?EEHHOCTBIO "OKPYKHOH HQEHTP KOHTPOJIA KAYECTBA",

adpec opzay
cepmuqbum?yz :
caiim: oyrx.p g‘)
I[EKJIAPAI_I] 51 0 COOTBETCTBUHA 3APEI'HCTPAPOBAHA M POCC RU A-FR.GOM08.4.01482/18
JATA PEERCTPATTAN 20.09.2018

aquu 115280, 2. Mocxsa, ya. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
: 115280, POCCHA, z0pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men, :(495)788-02-88, geb-

/,% Kavan E.B.

figafict 3am. pykopoguTens OC




SANOFI
CEPTU®HUKAT AHAJIM3A

Jaandaz®perapn, TabiaeTkn NPoJOHMMPOBAHHOT0 JAeHCTBHH NOKPLITHIE 000409K0i

S mr (6acTepnl) — 14 — N4

Canodu Buurpon Unnycrpus, Opavius
30-36, avenue Gustave Eiffel

37100 TOURS-FRANCE

Cepun: DTO003
Hara usrorosnenus:  29/06/2018
lNonen ao: 06/2021

HJI TT NO13809/01-191107

TECT CIHEITHOHKAITNA PE3VJBLTATEI
fToAAHHHOCT
- Anbdyzosnna Rt (cOpasua) = Rt (cranaapra) Cooreercreyer
FURPOXA0PHI
- Turana nuoxcng HenbiTyemblii pacTBOp A0JUKEH OKPALUMBATLCSA B XENTHIA uper. |  COOTBETCTBYET
- XKenesa oxkcupsbl HcnplTyeMblii pacTBOp A0OJDKEH OKPAILKBATHCA B CHHMH LBET. CoOTBeTCTBYET
Cpennss macca* Or 137,75 no 152,25 mr. CooTBeTCTRYET
OrknoHenue ot cpeanell | 2/20 £ 7.5 %, CooteetcTRYET
MAacchl 0/20 + 15 %, CootBercTByer
PacTeopenne
Ty 30 - 45 % nna kaxnpoi u3 6 Tabnetok. 33-35%
30— 45 % B cpennem u 25 - 50 % ana kaxaoi U3 12 tabnerox.
30 — 45 % B cpenem u 25 — 50 % uHAMBRAYAIBHO 018 22 u3
24 TabneTtok,
3y 60 — 75 % ona kanuno# U3 6 TabGaeTox. 64-66 %
60 — 75 % B cpenHem 1 55 - 80 % ansa kaxnoil uz 12 tabnetok,
60 — 75 % B cpennem B 55 — 80 % HHAMBHAYaNLHO a8 22 U3
24 rabneroxk.
64 He menee 80 % ans xaxa0i u3 6 Tabaerox. 85 %
He menee 80 % B cpenneM u He MeHee 75 % I8 kaoknoi uz
12 tabnetok.
He menee 80 % B cpenHem i He MeHee 75 % MHAMBUAYARLHO
and 22 uz 24 rabaerox
Mukpobuonoruueckas Hzmenenne Ne 3, kareropus 3 A. CoorBercTByeT
gyucToTa*
Mocroponnue IMpumecu IV - ne 6onee 0,3 %; CooTBETCTBYET
npuMecn* ITpumecu VI - ne 6onee 0,3 %; CooteeTcTRYET
JIroboii apyroii npuMech - He Gonee 0,2 %,; CooteercTBYeT
Cymma npumMeceii - He 6onee 1,0 %. CooTeeTcTBYCT
OnnopoaHocTs Homxen srijlepanBats TpeGoBanusam 'O XI nza. CoortBercrByeT
JO3HPOBAHHS
KonyuecreeHnoe Ot 4,75 ao 5,25 Mr 8 oasoii Tabnerke 4,87 mr
omnpejeneHue

*- nokaszaresnb BBeACH B COOTBeTCTBUH ¢ TpeboBannamu MCKJIC w orcyreTByer B cepTdHKaTe aHammsza
¢$upmbl. DupMa rapaHTHpYET KauecTBO [0 3TOMY NOKA3ATENO.

** - B coorpercTBuM ¢ Tpebosannamu HCKJIC u3 HJI ucknioueHsl auamerp TabneTok ¥ BUA A1pa Ha H3NOMe,
NPHCYTCTBYIOIIME B cepTHdMKare aHanuza GupMbl. YKasaHHad CepUA NPOM3BEJCHa B COOTBETCTBHH ¢
ASHCTBYIOIMMH TPEOOBAHMAMH PErHCTPALMOHHONO AOChE M TIPABMIIAMM Hailexallelt NpakTHKH NPOM3BOACTBA
nekapcteeHHbix  cpeactB  (GMP).  Kakue-nnbGo  3HauMMble  MAW  KPHTHYECKHE  OTKJIOHEHWS  OT
pernamMeHTHPOBAHHLIX NApaMeTPOR HE 3apPerHCTPUPOBAHDL.

Pemenue: Beinyien 29/08/2018 Ynoaaomouennoe auno: CHARLOTTE PIRON

A «Canogn Pocersin
Aapee: 123009, Mockra, va. Taepesas, 22, Tea.: (493) 721-1400. dake: (495) 721-141 1. www.sanoli.re



Certificate of analysis /
Batch certificate SA @ o

30-36, avenue Gustave Eiffel Site : TOURP
37100 TOURS-FRANCE

Code GMID 189725 Item Description DALFAZ 5 MG 36 CP VTE RUS
Article code TOU 44753

Lot Number DTG03 Customer batch DTO03

Manufacturing Date  29-JUN-2018 Expiry Date JUN-2021

Market name Russian Fed.

Presentation 4 BLISTERS OF 14 UNITS Type TABLET, CONTRCLLELD RELEASE
Versicn of CoA 4

CHARACTERS

Characters

IDENTIFICATION

Alfuzosin HCL (TLC)
Alfuzosin HCL (UV)
Titanium dioxide

Iron oxides

Uniformity of mass

= COMPLY
{0

Content uniformity

Number of unit cutside 85 to 115%

rap_coca_resultats v5 Page 1 / 2



Certificate of analysis /

Batch certificate S A N @ ? E
SAROFI WINTHROP INDUSTRIE

30-3€, avenue Gustave Eiffel Site : TOURP
37100 TOURS-FRANCE

Code GMID 188725 ltem Description DALFAZ 5 MG 56 CP VTE RUS
Article code TOU 44753

Lot Number DTO03 Customer batch DTO03

Manufacturing Date 29-JUN-2018 Expiry Date JUN-2021

Market nane Russian Fed.

Presentation 4 BLISTERS OF 14 UNITS Type TARLET, CONTROLLED RELEASE
Version of Col 4

Tests

DISSOLUTION

51 : Mini at lh
81 : Maxi at th
31 : Mini at 3h
$1 : Maxi at 3h
51 : Mini at 6h

Alfusozin HCL

J

We hereby certify that the manufacture of this batch has been carried ocut in accordance with GMP and complies with
the provisions of the relevant marketing authorization

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the reguirements of the

Marketing Authorisation (8) of the destination country/countries.

Release status ACCEPTED
Release date (UTC +1) 2%-RUG~2018 20:12:52.00
Signed by qualified person CHARLOTTE PIRON

Certificat d'analyse approuvé électroniquement / Certificate of analysis electronically approved
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